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(57) Abstract: A method is provided for using 0*8 subunit calcium channel modulators or other compounds that interact with the 
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What is claimed is: 

1 . A method for trealing a functional bowel disorder, which comprises 
administering to an individual in need thereof therapeutically effective amount oran 
ohS subunit calcium channel modulator in combination with a smooth muscle 
modulator, wherein said smooth muscle modulator is selected from the group 
consisting of an antimuscarinic. a p3 adrenergic agonist, a spasmolytic, a neurokinin 
receptor antagonist, a bradykinin receptor antagonist, and a nitric oxide donor. 

2. The method of claim 1 , wherein said osS subunit calcium channel 
modulator is a GABa analog. 



3. The method of claim 2, wherein said GABA analog is selected from 
1 5 the group consisting of: 

a. gabapentin or a pharmaceutical^ acceptable salt, enanliomer, analog, 
ester, amide, prodrug, metabolite, or derivative thereof; and 

b. pregabalin or a pharmaceutical^ acceptable salt, enantiomer, analog, 
ester, amide, prodrug, metabolite, or derivative thereof. 

20 

4. The method of claim I , wherein said smooth muscle modulator is an 
anlimuscarinic. 

5. The method of claim 4, wherein said antirauscarinic is selected from 
25 the group consisting of: 

a. oxybulynin or an acid, salt, enantiomer, analog, ester, amide, prodrug, 
active metabolite, or derivative thereof; 

b. lolterodine or an acid, salt, enantiomer, analog, ester, amide, prodrug, 
active metabolite, or derivative thereof; 

30 c ' Prcpiverinc or an acid, salt, enantiomer, analog, ester, amide, prodrug, 

active metabolite, or derivative thereof; an d 

d. solifenacin monohydrochloridc or an acid, salt, enanliomer, analog, 
ester, amide, prodrug, active metabolite, or derivative thereof. 
Replacement Sheet 
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6. The method of claim ] , wherein said 0*5 subunit calcium channel 
modulator is gabapcnlin or a pharmaceutical^ acceptable salt, enantiomer, analog, 

5 ester, amide, prodrug, metabolite, or derivative thereof, and wherein said 

antimuscarinic is oxybutynin or a pharmaceutical^ acceptable salt, enantiomer, 
analog, ester, amide, prodrug, metabolite, or derivative thereof. 

7. The method of claim 1, wherein said functional bowel disorder is 
10 irritable bowel syndrome. 

8. The method of claim 1 , wherein said functional bowel disorder is 
constipation. 



15 



20 



25 



30 



9. The method of claim I , wherein said functional bowel disorder is 
diarrhea. 



10. The method of claim I, wherein said a,S subunit calcium channel 
modulator and said smooth muscle modulator are administered orally, transmural ly. 
sublingual!* buccally, inlranasally. transurethral ly, recially, by inhalation, topically, ' 
transdermal!* parenteral!* intrathecal^, vaginally, or perivaginal^. 

1 1. The method of claim 1, wherein at least one detrimental side effect 
associated with sin fi le administration of said 0*5 subunit calcium channel modulator 
or single administration orsaid smooth muscle modulator is lessened. 

1 2. The method or claim 1 wherein said subunit calcium channel 
modulator and said smooth muscle modulator are contained within a single 
pharmaceutical formulation. 

1 3. The method of claim 1 , wherein said cfeS subunit calcium channel 
modularor and said smooth muscle modulator are contained within separate 
pharmaceutical formulations. 

Replacement Sheet 
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1 4. The method of claim 1 3, wherein said o&5 subunit calcium channel 
modulator and said smooth muscle modulator are administered concurrently. 

1 5. The method of claim 13, wherein said a 2 6 subunit calcium channel 
modulator and said smooth muscle modulator are administered sequentially. 

16. A pharmaceutical composition comprising an Qfefi subunit calcium 
channel modulator in combination with a smooth muscle modulator, wherein said 
smooth muscle modulator is selected from the group consisting of an antimuscarinic, 
a p3 adrenergic agonist, and a bradykinin receptor antagonist, and wherein said o&S ' 
subunit calcium channel modulator and said smooth muscle modulator are in amounts 
sufficient to ireal a functional bowel disorder. 

15 1 7 ' The Pharmaceutical composition of claim 1 6, wherein said a 2 S subunit 

calcium channel modulator js selected from the group consisting of: 

a. gabapentin or a pharmaceutical^ acceptable salt, enantiomer, analog, 
ester, amide, prodrug, metabolite, or derivative thereof; and 

b. progabalin or a pharmaceutical ly acceptable salt, enantiomer, analog, 
20 ester, amide, prodrug, metabolite, or derivative thereof. 

1 8. The pharmaceutical composition of claim 16, wherein said smooth 
muscle modulator is an antimuscarinic. 

25 l9 - T,1C pharmaceutical composition ofclaim 1 8, wherein said 

antimuscarinic is selected from the group consisting of: 

a. oxybulynin or an acid, salt, enantiomer, analog, ester, amide, prodrug, 
active metabolite, or derivative thereof; 

h. lolterodine or an acid, salt, enantiomer, analog, ester, amide, prodrug, 
30 active metabolite, or derivative thereof; 

c. propivenne or an acid, salt, enantiomer, analog, ester, amide, prodrug, 
active metabolite, or derivative thereof; and 
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d. soli fenacin monohydrochloride or an acid, salt, enantiomer, analog, 
ester, amide, prodrug, active metabolite, or derivative thereof. 

20. A pharmaceutical composition comprising an q&6 subunit calcium 
channel modulator in combination with a smooth muscle modulator, wherein said 
smooth muscle modulator is selected from the group consisting of a spasmolytic, a 
neurokinin receptor antagonist, and a nitric oxide donor, and wherein said subunit 
calcium channel modulator and said smooth muscle modulator are in amounts 
sufficient to treat ^ non-painful symptom ofa functional bowel disorder. 



21. A pharmaceutical composition comprising gabapenlin or a 
pharmaceuticals acceptable salt, enantiomer, analog, ester, amide, prodrug, 
melabolile, or derivative thereof, in combination with oxybutynin or u 
pharmaceutical^ acceptable salt, enantiomer. analog, ester, amide, prodrug. 

1 5 metabolite, or derivative thereof, wherein said gabapentin and said oxybutynin are in 
amounts sufficient to treat a functional bowel disorder. 

22. The pharmaceutical composition of claim 21 wherein said gabapentin 
is present in an amount from about 50 mg to about 2400 mg, and wherein said 

20 oxybutynin is present in an amount equal to or less than about 5 mg. 

23. The pharmaceutical composition of claim 22 wherein said gabapentin 
is in an amount of about 200 mg. 

25 24> The pharmaceutical composition of claim 22 wherein said oxybutynin 

is in an amount of about 2.5 mg. 

25. The pharmaceutical composition of claim 22 wherein said second 
component is in an amount of about 1 .25 mg. 



26. A pharmaceutical composition comprising pregabalin or a 
pharmaceutical^ acceptable salt, enantiomer, analog, ester, amide, prodrug, 
metabolite, or derivative thereof, in combination with oxybutynin or a 
Replacement Sheet 
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pharmaceutical* acceptable suit, enantiomer, analog, ester, amide, prodrug, 
metabolite, or derivative thereof, wherein said pregabalin and said oxybutynin are in 
amounts sufficient to treat a functional bowel disorder. 

27. a pharmaceutical composition for the treatment ofa functional bowel 
disorder, comprising gabapentin or a pharmaceutical* acceptable salt, enantiomer 
analog, ester, amide, prodrug, metabolite, or derivative thereof, in combination with 
oxybutynin or a pharmaceutical* acceptable salt, enantiomer, analog, ester, amide, 
prodrug, metabolite, or derive hereof, wherein said gabapentin and said 
oxybutynin are present in a ratio from about 1:1 to about 800:1 or from about 1:1 to 
about 1:800. respectively, bused on a fraction of their respective ED 50 values. 

28. A combination for the treatment of a functional bowel a i sor der 
comprising gabapentin or a pharmaceutical* acceptable salt, enantiomer, analog 
cater, amide, prodrug, metabolite, or derivative thereof, in combination with 
oxybutynin or a pharmaceutical* acceptable salt, enantiomer, analog, ester , ^ 
prodrug, metabolite, or derivative thereof, wherein said gabapentin and said 

oxybutynin are in a weight/weight ratio of from 1:1 to about 800:1 or from about 1:1 
to about 1:800, respective*. 

29. A packaged kit for a patient to use in the treatment ofa functional 
bowel disorder, comprising: 

a. an oso subunit calcium channel modulator and a smooth muscle 
modulator; 

25 b. a container housing said ohfi subunit calcium channel modulator and 

said smooth muscle modulator; and 

c instructions for carrying out drug administration of said *5 subunit 
calcium channel modulator and said smooth muscle modulator in a manner effective 
to treat a functional bowel disorder; 

wherein said smooth muscle modulator is selected from the group consisting of an 
antimuscarintc, a p3 adrenergic agonist, and a bradykinin receptor antagonist. 
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30. The packaged kil of claim 29 wherein said a,o sub unit calcium channel 
modulator is selected from the group consisting of: 

a. gabapenlin or a pharmaceutical^ acceptable salt, enanliomer, analog, 
ester, amide, prodrug, metabolite, or derivative thereof; and 
5 b. pregabalin or a pharmaceutical ly acceptable salt, enantiomer, analog, 

ester, amide, prodrug, metabolite, or derivative thereof. 

31. The packaged kit of claim 29 wherein said antimuscarinic is sejected 
from the group consisting of: 

10 a. oxybutynin or an acid, salt, enanliomer, analog, ester, amide, prodrug, 

active metabolite, or derivative thereof; 

b. lollerodine or an acid, salt, enanliomer, analog, ester, amide, prodrug, 
active metabolite, or derivative thereo r; 

c propiverine or an acid, salt, enantiomer, analog, cs t er , amide, prodrug. 
15 active metabolite, or derivative thereof; and 

d. solifenacin monohydrochloride or an acid, salt, enantiomer, analog, 
ester, amide, prodrug, active metabolite, or derivative thereof. 
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32. The packaged kit of claim 29 wherein said 0*6 subunit calcium channel 
modulator is gabapentin or a pharmaceutical | y acceptable salt, enantiomer, analog, 
ester, amide, prodrug, metabolite, or derivative thereof, and wherein said 
antimuscarinic is oxybutynin or a pharmaceutical ly acceptable salt, enantiomer, 
analog, ester, amide, prodrug, metabolite, or derivative thereof. 

33. The packaged kit of claim 32, wherein said gabapenlin and said 
oxybutynin are contained in a single pharmaceutical formulation. 

34. The packaged kit of claim 32 wherein said gabapenlin and said 
oxybutynin are contained in separate pharmaceutical formulations. 

35. The packaged kil of claim 34 wherein said instructions include 
directions for carrying out drug administration of said gabapenlin and said oxybutynin 
sequentially or concurrently. 
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36. A packaged kit for a patient to use in the treatment of a non-painful 
.symptom or a functional bowel disorder, comprising: 
5 a. an oh<5 subunit calcium channel modulator and a smooth muscle 

modulator; 

b. a container housing said 0*8 subunit calcium channel modulator and 
said smooth muscle modulator; and 

c instructions for can-ying out drug administration of said o>j6 subunit 
10 calcium channel modulator and said smooth muscle modulator in a manner effective 
lo treat a functional bowel disorder; 

wherein said smooth muscle modulator is selected from the group consisting of a 
spasmolytic, a neurokinin receptor antagonist, and a nitric oxide donor. 

1 5 37. The packaged kit ordaim 36 wherein said obS subunit calcium channel 

modulator is selected from the group consisting of: . 

a. gabapentin or a phannaceutically acceptable salt, enanliomer, analog, 
ester, amide, prodrug, metabolite, or derivative thereof; and 

b. prcgabalin or a pharmaceutical^ acceptable salt, enanliomer, analog, 
20 ester, amide, prodrug, metabolite, or derivative thereof. 

38. The packaged kit of claim 36 wherein said antimuscarinic is selected 
from the group consisting of: 

a. oxybutynin or an acid, salt, enantiomcr, analog, ester, amide, prodrug, 
25 active metabolite, or derivative thereof; 

b. tolterodine or an acid, salt, enantiomer, analog, ester, amide, prodrug, 
active metabolite, or derivative thereof; 

c propiverine or an acid, salt, enantiomer, analog, ester, amide, prodrug, 
active metabolite, or derivative thereof; and 

30 d ' solifcnacm monohydrochloride or an acid, salt, enantiomer, analog, 

ester, amide, prodrug, active metabolite, or derivative thereof. 
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39. The packaged kit ofclaiTn 36 wherein said a 2 S subunit calcium channel 
modulator is gabapentin or a pharmaceutically acceptable salt, enantiorner, analog, 
ester, amide, prodrug, metabolite, or derivative thereof, and Wherein said 
anlimuscarjnic is oxybutynin or a pharmaceutically acceptable sail, enantiorner, 
analog, ester, amide, prodrug, metabolite, or derivative thereof. 

40. The packaged Icit of claim 39, wherein said gabapentin and said 
oxybutynin are contained in a single pharmaceutical formulation. 

10 41. The packaged kit of claim 39 wherein said gabapentin and said 

oxybutynin are contained in separate pharmaceutical formulations. 

42. The packaged kit of claim 41 wherein said instructions include 
directions for carrying out drug administration of said gabapentin and said oxybutynin 
15 sequentially or concurrently. 
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